USDA

_‘ Summary of Studies Supporting USDA Product Licensure

Establishment Name Elanco US Inc.

USDA Vet Biologics 196

Establishment Number

Product Code 14R7.29

True Name Canine Coronavirus-Parvovirus Vaccine, Modified Live &

Killed Virus

Tradename(s) / Distributor or
Subsidiary
(if different from manufacturer)

Duramune Max PC - Elanco US Inc.

Date of Compilation
Summary

October 12, 2017

Disclaimer: Do not use the following studies to compare one
product to another. Slight differences in study design and execution
can render the comparisons meaningless.
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Study Type Efficacy

Pertaining to Canine coronavirus

Study Purpose To demonstrate effectiveness against intestinal disease due to
canine coronavirus

Product Administration

Study Animals

Challenge Description

Interval observed after

challenge

Results Study data were evaluated by USDA-APHIS prior to product
licensure and met regulatory standards for acceptance. Study data,
however, are no longer available.

USDA Approval Date December 3, 1984
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Study Type

Efficacy

Pertaining to

Canine Parvovirus (CPV)

Study Purpose

To demonstrate effectiveness against CPV in 6-week-old
puppies.

Product Administration

Two doses, given at an interval of 21 days, were administered
subcutaneously (SC).

Study Animals

Study analysis was conducted on twenty-one 6-week-old puppies
seronegative for CPV, 17 vaccinates and 4 non-vaccinated
controls.

Challenge Description

Twenty-one (21) days after second vaccination puppies were
challenged with CPV 2b strain.

Interval observed after
challenge

Puppies were observed daily for 14 days after challenge

Results

The data were analyzed according to 9CFR 113.317

Number affected by challenge according to 9CFR 113.317:
Vaccinates: 0/17 (0%)
Controls: 2/4 (50%)

Raw data:
Data table are appended to the end of this summary.

USDA Approval Date

August 31, 2001
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Study Type Efficacy

Pertaining to Canine Parvovirus (CPV)

Study Purpose To demonstrate effectiveness against CPV

Product Administration | Two doses given at an interval of 28 days were administered
subcutaneously (SC).

Study Animals 6-week-old puppies, 20 vaccinates and 5 non-vaccinated
controls.
Challenge Description Fifty-six days (56) after second vaccination puppies were

challenged with CPV type 2c strain.

Interval observed after Puppies were observed for clinical signs daily for 14 days after
challenge challenge

Results Dogs were determined affected by the criteria of 9CFR
113.317(c)(3)(i)

Number affected:
Vaccinates: 1/20 (5%)
Controls: 4/5 (80%)

Requirements of 9CFR 113.317 (c)(3)(i) were met.

Raw data:
Data tables are appended to the end of this summary.

USDA Approval Date January 31, 2012
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Body Temperature Post Challenge °F

Non-Vaccinated Controls

Dog ID | ODPC | 1DPC | 2DPC 3DPC 4DPC | 5DPC | 6DPC | 7DPC | 8DPC | 9DPC | 10DPC
9 102.0 102.0 102.6 102.9 103.2 | 104.6 103.2 100.9 Na Na Na
11 102.6 102.9 102.6 102.6 103.1 | 103.4 102.8 102.2 | 101.3 | 101.5 102.2
19 102.5 102.8 102.1 102.3 101.9 | 103.8 102.3 102.4 | 101.6 | 102.1 101.9
21 102.2 102.3 101.3 101.4 102.0 | 103.4 102.0 101.8 | 101.5 | 101.5 101.4
27 102.2 102.1 102.1 102.7 102.5 | 102.8 103.0 102.4 | 100.9 | 101.6 101.9

Vaccinates

DogID | ODPC | 1DPC | 2DPC 3DPC 4DPC | 5DPC | 6DPC | 7DPC | 8DPC | 9DPC | 10DPC
1 101.9 102.0 101.9 101.9 101.7 | 102.0 101.5 1019 | 101.3 | 101.6 101.7
2 102.7 103.5 103.1 103.1 103.5 | 102.3 103.1 102.9 | 102.4 | 102.6 102.6
3 103.0 103.0 102.5 102.2 102.7 | 102.7 103.1 103.0 | 102.1 | 102.5 101.9
4 101.6 102.4 102.3 102.1 102.4 | 102.1 103.4 102.7 | 102.1 | 102.1 102.1
5 103.5 103.4 103.2 103.3 103.5 | 102.6 102.8 103.4 | 102.8 | 103.1 102.7
6 102.7 102.6 101.7 102.8 102.4 | 102.4 102.8 102.7 | 102.2 | 102.4 102.1
7 101.7 102.5 102.5 103.3 103.0 | 103.1 103.1 103.1 | 102.9 | 102.6 102.1
8 102.7 102.9 102.5 102.4 102.6 | 102.2 102.2 102.5 | 101.7 | 101.2 102.2
10 103.1 103.3 102.3 102.8 103.0 | 102.5 102.2 102.7 | 102.8 | 101.9 101.9
13 103.0 102.5 102.8 102.2 103.2 | 102.6 102.7 103.0 | 102.4 | 102.9 102.7
14 102.3 102.8 102.4 102.4 102.7 | 102.4 102.6 102.4 | 102.0 | 101.9 102.1
15 102.5 102.7 102.3 102.0 102.8 | 102.2 102.4 102.4 | 101.9 | 102.2 101.7
16 101.7 102.5 102.8 101.9 102.5 | 102.1 102.1 1019 | 1015 | 101.1 101.6
17 101.9 102.8 102.3 102.6 102.7 | 102.1 102.0 101.9 | 102.0 | 101.7 102.1
18 102.2 102.5 102.1 101.5 102.3 | 102.6 102.0 102.0 | 101.9 | 101.8 102.0
20 102.2 101.9 101.9 102.0 102.2 | 101.8 101.8 1019 | 101.6 | 1014 101.9
22 102.7 102.9 102.4 101.8 102.8 | 102.5 102.5 102.8 | 102.0 | 102.0 101.9
23 102.5 102.8 102.7 102.7 103.2 | 102.4 102.7 103.1 | 102.1 | 1024 102.2
24 103.3 103.1 102.6 102.2 102.5 | 102.4 102.2 102.2 | 102.1 | 101.8 102.3
28 102.2 102.1 102.0 102.4 102.2 | 102.2 102.0 102.0 | 101.8 | 101.5 101.6
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Study Type

Safety

Pertaining to

All

Study Purpose

Demonstrate safety of product under typical use conditions

Product Administration

A total of 621 dogs, 358 under 6 weeks of age and 263 greater than
6 weeks of age, were administered either one or two doses of
vaccine 2-4 weeks apart by the subcutaneous route. A total of 1231
doses were administered.

Study Animals

Privately owned and commercial kennel canines

Challenge Description

NA

Interval observed after
challenge

Observed for 30 minutes after vaccination and then daily for 2
weeks after each vaccination.

Results

Frequency of events is appended to the end of this summary.

USDA Approval Date

November 15, 2002
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Summary of Reactions:

Puupies up to 6 weeks of age Dogs > 6 Weeks of Age

Total Total Sum Reaction
Reaction Type <24hr | >24hrs | Reactions by % <24hr | >24hrs | Reactions by % of Rate

dose dose Doses
None NA NA 696 97.21% NA NA 506 98.25% 1202 97.64%
Salivation 0 0 0 0.00% 1 0 1 0.19% 1 0.08%
Lethargy 3 6 9 1.26% 0 0 0 0.00% 9 0.73%
Anorexia 3 10 13 1.82% 0 0 0 0.00% 13 1.06%
'Sr\‘:lzcntl':gn Site 0 4 4 0.56% | 0 1 1 0.19% 5 0.41%
:D”;fnc“o” Site 3 0 3 042% | 5 0 5 0.97% 8 0.65%
Facial Swelling 0 0 0 0.00% 1 0 1 0.19% 1 0.08%
\I;T;Trlrt']:ag or 3 0 3 042% | 1 0 1 0.19% 4 0.32%
Mortality* 0 0 0 0.00% 2 0 2 0.39% 2 0.16%
Total Doses 716 515 1231

*Confirmed by cooperator to be due to causes other than vaccination
Some dogs had more than one adverse event, so total events do not agree with doses
administered.
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